#2\ 



Please type a phis sign ( + ) inside this box - 



□ 



PT0/SBI08A (10-96 
Approved for use through 1 0/31(99. 0MB 0651 0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 



Unite the Paperwork Reduction »ct of 1995, no persons are leqmed to respond to » common 01 imotmaiiui unass n comar 

Substitute for form 1 449A/PTO 

INFORMATION DISCLOSURE 
^r^-STATEfVlENT BY APPLICANT 

/ <4«se as many sheets as necessary) 


Complete if Known 


Application Number 


08/781,296 


Filing Date 


January 13, 1997 


First Named Inventor 


John B. Harley 


Group Art Unit 


1815 


Examiner Name 


Mary K. Zemen 


SheetV^njAOfl* |of |20 ' 


Attorney Docket Number 


OMRF 161 



U.S. PATENT DOCUMENTS 




Examiner 
Initials* 


Cite 
No. 1 


US Patent Document 

Number Kind Code 2 
(if known) 


Name of Patentee or Applicant 
of Cited Document 


Date of Cited 

Document 
MM-DD-YYY 


Pages, Columns, Lines, Where Relevant 
Passages or Relevant Figures Appear 






4,554,101 
4,784,942 




Hopp 
Harley 


11/19/85 
11/15/88 
09/12/89 








4,865,970 
5,312,752 
5,354,691 




Brot, et al. 
Woltz, et al. 
Van Eden, et al. 


05/17/94 
10/11/94 






























































Examine 
Signature 


-y^^— — 


Date 

Considered 





•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to application. 

1 Unique citation designation number 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (WIPO 
Standard ST 3) 4 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 
5 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. Applicant to place a check mark here if 
English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments 
on the amount of time you are required to complete this form should be sent to the Chief Information Officer, Patent and Trademark Off.ce, Washington, DC 
20231 . DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SENT TO: Assistant Commission for Patent, Washington, DC 20231 . 



Please type a phis sign ( + ) inside this box -y | * | 




PTO/SB/08A (10-96 
Approved for use through 1 Q/31 199 0MB 065 1 0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 


Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid 0MB control number 




Substitute for form 1 449A/PTO 


Complete if Known 


INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 


Application Number 


08/781,296 


y/^O ^ ^usfes^any sheets as necessary) 






Filing Date 


January 13, 1997 


( JAM 2 1 «99 % 


First Named Inventor 


John B. Harley 


Group Art Unit 


1815 




Examiner Name 


Mary K. Zemen 


Sheet \»>. 2 M s of 1 20 


Attorney Docket Number 


OMRF 161 I 


1 ^ZTHAdtW _ . 



OTHER ART - NON PATENT LITERATURE DOCUMENTS 

Include name of the author {in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), 
publisher, cit and/or country where published 



Examiner's 
Initials* 



0^ 



(W 1 



Cite 
No.' 



Alexander, et al., "Anti-Ro/SS-A Antibodies in the Pathophysiology of Congenital Heart Block in Neonatal Lupus Syndrome, and 
Experimental Model," Arth. And Rheum. 35:176-189 (1992) 



Banerjee, et al., "Complete Nucleotide Sequence of the mRNA Coding for the N Protein of Vesicular Stomatitis Virus (New Jersey 
Serotype)," Virology 1 37:432-438 (1 984) 



Barokot, o t a l.. "Iq'j *rt : ^ ; - r P^inntr ,„ith Primnr,. f i nnmnV SWndromo and cvotom i o Lupuc ErythomatocuG Rocpgn i io Di ffer e nt 



Epitopes in 60-kD SSA/Ro Protein," Clin. Exp. Immunol. 89:38-45 (1992) 



Baraket, et a)., "Mapping of Epitopes on Ul snRNP Polypeptide A with Synthetic Peptides and Autoimmune Sear," Clin^ Exp. Immunol. 
86(1 ):7 1-78 (October, 1991) 



Baraket, et al., "Recognition of Synthetic Peptides of Sm-D Autoantigen by Lupus Sera," Clin^Ex p. Immunol. 81:256-262 (1990) 



Bon Chotrit, ot alu " l "" lritinn nnH r ' i jm i nn tit n Auuujf 3. 1007 

Ribonucleoprotein Autoantigen," J. Clin. Inv. 83:1284-1292 



iDNA Duud iii y Um OO^kD Cumpo ii e ii L uf Ihc Human 00 A/Ho 



Blank, M., et al., "The Effect of the Immunomodulator Agent AS101 on lnterleukin-2 Production in Systemic Lupus Erythematosus (SLE) 
Induced in Mice by Pathogenic Anti-DNA Antibody," Clin. Exp. Immunol. 79:443-447 (1990) 



Blank, M., et al., "Induction of SLE-Like Disease in Naive Mice with a Monoclonal anti-DNA Antibody Derived from a Patient with 
Polymyositis carrying the 16/6 id," J. Autoimmunity 1 :683-591 (1988) 



Blank, M. f et al., "Sex Hormone Involvement in the Induction of Experimental Systemic Lupus Erythematosus by a Pathogenic anti-DNA 
Idiotype in Naive Mice," J. Rheumatol. 17:31 1-317 (1990) 



Blank, M., et al., "Induction of Experimental Anti-phospholipid Syndrome Associated with SLE Following Immunization with Human 
Monoclonal Pathogenic Anti-DNA Idiotype," J. Autoimmunity 5:495-509 (1992) 



Examiner's 
Signature 



| v^yl/^Tfe—-^ Considered ^ / £ / 



+ 



•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 

' Unique citation designation number 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code -WIPO 
Standard ST 3). * For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the senal number of the patent document. 
5 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. Applicant to place a check mark here if 
English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case Any comments 
on the amount of time you require to complete this form should be sent to the Chief Information Officer, Patent and Trademark Office. Washington. DC 20231 . 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, DC 20231. 



786639vl 



OMRF 161 



1 1 PT0/SB/08A (10-96 

Please type a phis sign (+) instde tNs box -> * Approved for use through 10/31199. OMB 065 1-0031 

Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 

Under the Paperwork Reduction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid OMB control number 


Substitute for form 1 449A/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

/q ^ Jse mkiy sheets as necessary) 

/ 

j M 1 1 « 3 \ 


Complete if Known 


Application Number 


08/781,296 


Filing Date 


January 13, 1997 


First Named Inventor 


John B. Harley 


Group Art Unit 


1815 


Examiner Name 


Mary K. Zemen 


Sheet >&» m 3 ktf ibf | 20 


Attorney Docket Number 


OMRF 161 



Examiner's 
Initials* 



Cite 
No.' 



Blank, M., et al., "Induction of Systemic Lupus Erythematosus in Naive Mice with T-cell Lines Specific for Human Anti-DNA Antibody 
SA-1 (16/6 ld + ) and for Mouse Tuberculosis Antibody TB/68 (16/6 irt + l Clin. Immunol. Immunopathol. 60:471-483 (1991) 



OTHER ART - NON PATENT LITERATURE DOCUMENTS 

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number (s), 
publisher, cit and/or country where published 



Bray, et al., "Epstein-Barr Virus Infection and Antibody Synthesis in Patients With Multiple Sclerosis", Ar£hJ^eui2!2ffii, 40:406-408 
(1983) 



13 



Bray, et al.. Antibodies Against Epstein-Barr Nuclear Antigen (EBNA) in Multiple Sclerosis CSF, and Two Pentapeptide Sequence 
Identities between EBNA and Myelin Basic Protein," Arch. Neurol., (1992) 



Buyon, "Neonatal Lupus Syndrome," Curr. Qpin. In Rheum. 6:523-529 (1994) 



Chambers, J. et al., "Genomic Structure and Amino Acid Sequence domains of the Human La Autoantigen," J. Biol. Chem , 263:18043- 
18051 (1988) 



Chomborpj J., ot ol., " l oo l at i on and onolyo i a of cDNA C l onca D t p F COO i ng I lumon Lupua Lo Ant i gen," Pfog. Natl. Aood. 6oi. USA 83:2115 



2119 (1985) 



Chon, C.K.L., et o l ., "n i bo n uUiupiulun 00 ' D/La Uu l ungb lu d P i umi ii Fam il y Wil l i CuiibBi i bUb &mutf l iUM> fur KNA BlnUlny, 
Res. 17:2233-2244(1989) 



Cohen, "The Self, the World and Autoimmunity," Scientific American 258:52-60 (1988) 



Craft, et al., "Murine and Drosophila B Proteins of SM snRNPS," Mol. Biol. Rep., 1 5:1 59 (1991) 



Crone, e al., "Viral Transcription is Necessary and Sufficient for Vesicular Stomatis Virus to Inhibit Maturation of Small Nuclear 
Ribonucleoproteins," Journal of Virology 63(1 0):41 72-41 80 (1989) 



Examiner's 
Signature 



Date 

Considered 



•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 

' Unique citation designation number 2 See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by the two-letter code (WIPO 
Standard ST 3) 4 For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent document. 
s Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. Applicant to place a check mark here if 
English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the individual case. Any comments 
on the amount of time you require to complete this form should be sent to the Chief Information Officer, Patent and Trademark Office, Washington, DC 20231 . 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, DC 20231 . 



+ 



i 
\ 



786639v ! 



OMRF 161 



Please type a plus sign (+ 1 inside this box - 



□ 



PT0/SBI08A (10-96 
Approved for use through 10131199. 0MB 0651 0031 
Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 



Substitute for form 1449A/PT0 




Examiner's 
Initials 



Cite 
No. 1 



pa 




publisher, cit and/or country wi«. P ■ M Pa rt " Journal ot 

SSfigS^^ w,U, A niens o, the Coup A ^"^^^ 



Immunology 141(81:2760-2766 (1988) 



Da .ldo,f. et al.. "The Lymphomas ot BrazH.an Ih.l dren-. jjto^ed^. 20B:135b-» ,i»»> 



Deacon, at a... -Frequency of EBV DNA Detect.on ,n S.oy.en > ^i iiiFaiiii^^ 



— HTHF" «"T - PATEN T LI I ERATURE DUUUMbN ■ a 

3 V.h^hor (in CAPITAL LETTERS), title of the article (wh en appropriate), title of the 

item idook, m y nuhlisher. cit and/or country where published _ 



61:454-464 



6 1 :454-464 • •> M a tl Acad Sci U SA 85:9479-83 (1988) 

Deutscher. et al.. "Molecular Analysis ot the bU-k Da Human Ro Hibonucleoprote.n, Proc N at, Acad. Sp,. Ug . 




and Virus-Induced Autoimmunity." 5 ^™dn 



Exo. Med. , 145:1250-1263 (1977) 




bignaiure i r . . : t . . 

\ >k mppp fiOQ Draw line through citation if not in conformance and not 

•EXAMINER: InKia. if reference considered, whether or not citation * in ^on.ormance w,th MPEP 609. 
considered. Indude copy of this form with next commun,ca„on to appl.cant. 

'Unique citation des^^ 

f^^^z^=^^^ : - L -° — sT 16 if possib,e - App,icam t0 p " e a c 

English language Translation is attached. ments 
Burden Hour Statement: This form is estimated to f e 2.0 ~ — ^ " 



OMRF 161 



786639v I 



Please type a plus sign ( + ) inside this ban - 



□ 



PT0/SBI08A (1096 
Approved for use through 10/31199 0MB 065,1 0031 
Patent ami Trademark Office: U.S. DEPARTMENT OF COMMERCE 



tinder ttw PaMTw orV Reduction Act of 1995, no persons are required to respond to a collection of i n formation unless it contains a valid 0MB control number 

Substitute for form 1 449A/PTO 



INFORMATION DISCLOSURE 
STATEMENTS APPLICANT 



Application Number 




Complete if Known 



08/781,296 



Filing Date 



First Named Inventor 



Group Art Unit 



Examiner Name 



Attorney Docket Number 



January 13, 1997 



John B. Harley 
1815 



Mary K. Zemen 



OMRF 161 



Examiner's 
Initials* 



HTMFR ART - NON PATENT LITERATURE DOCUMENTS 



0' 



Cite 
No.' 



Evans, "E.B. Viru s Antibody in Systemic Lupus Ervthematosus"L3D£gt, 1:1023-4 (19/1) 



Evans, et a... "Raised Antibody litres to E.B. V„ us in Systemic Lupus Erythematosus". Lancet. .:167-168 >!»/». 



Evans & Rothfield. "E.B. Virus and Other V.ra! Antibodies in System* Lu pus Erythematosus . Lancet. 1 -U^ «'»™ 



Evans » Niederman, Epste.n-Barr virus, in Vral interns ,n Humans. 3rd ed. Evans. A.S. e d. pp »^ .nenum. ,^ ...» w , 

1989) 



u i ncn «n i — i^w^ ■ ■ - ■ — • - - . : ■ -—. ttztz 

publisher, cit and/or country where published 



Evans, et al, "E.B.V. Antibodies in Systemic Lupus Erythematosus", Lancet, 325-324 (1973T 



rcrri , nnf1 p^.He.n \/ 0 tPrin a r V Microbiology 1 B<3-4>:243-258 (law) 



Finerty. et "Protective Immunization A 9 ainst " " 

glycoprotein gp340 Produced from a Bovine Papillomavirus Expression Vector . J.^ejkViroL. /■» 



Finerty. et a!., "Immunizat.on o. Cottontop lamarms and Rabbits wi* a ^^ '^^ "" 
Based 0" tha Major Viral Envelope Glycoprotein gp340 and Alum." Vacane. 1 2.1 180-1 184 (1994) 



Fox, et al.. "Potential Hole of Epstein-Barr Virus ,n S.ogren's Syndrome and Rheu matoid Arthnt.s . 



'fox, "Cio B rrn'i 'r" °" r "" ant °" in - Rheum - 7 - 409 - 416 |l995) 




.,i,k mpfp fioq Draw line through citation if not in conformance and not 
"EXAMINER: Initial if reference considered, whether or not citation ,s in conformance with MPEP 609. Draw 
considered. Include copy of this form with next communication to applicant. 

- Uni( ,ue citation designation number ^ See attached ,nds of U , Pa^ 

" " ' APP ' iCant W P ' aCe " 

English language Translation is attached. 

Burd en Hour Statement: This form is estimated to f e 2.0 hours to c ^te C «;CS^«S:= 

D r 0 rs^%r 0 s q ^^ 



Please type a phis sign M inside tNs box - 



□ 



PT0ISBJ08A [10-96 
Approved for use through 10/31199. 0MB 0651-0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 



Und* the Paperwork Reduction Act of 199S, no persons are reared to respond to a collection of information unless it contains a W M 0MB control number 



Substitute for form 1449A/PTO 



Complete if Known 



INFORMATION DISCLOSURE Ration Uumber 

STATEMENT BY APPLICANT 



08/781,296 




ecessary) 



20 



Filing Date 



First Named Inventor 



Group Art Unit 



Examiner Name 



Attorney Docket Number 



January 13, 1997 



John B. Harley 



1815 



Mary K. Zemen 



OMRF 161 



Examiner's 
Initials* 



OTHER ART - NON PATENT LITERATURE DOCUMENTS" 



Cite 
No.' 



puunai i ci , ^ii u' <\ji j ■ . — ~ , 

Fox, et a... 'Detection of Epstein-Barr Virus-Associated Antigens and DNA in Salivary Gland Biopsies from Patients witn S.ogren s 
Syn'rirnme". J. Immunol ., 137:3162-3168(1986) 



Fricke. H„ et a!., "Induction of Experimental Systemic Lupus Eryt hematosus in Mice by Immunization with a Monoclonal Anti-La 
Autoantibody," Intern. Immunol. 2:225-230 (1990) 



Fritz, et al„ "Small Nuclear U-Ribon ucleoproteins in Xenopus Laevis Development," JjyaLBifiL 1 78:273-285 (1984) 



Gaither, et al„ "Affinity Purification an d Immunoassay of Anti-Ro/SSA" Pept ides Biol. Fluids 33:413-416 (19BW 



Gaither, et al„ -Implications of Anti-Ro/Sjogren's Syndrome a Anfg en Autoantibody in Normal Sera for Autoimmunity", i^linjnye^, 
79:841-846 (1987) 



Include name of the author (in CAPITAL LETTERS), title of the article (when ^^•J"^"' 
item (book, magazine, journal, serial, symposium, catalog, etc.). date, page(s), volume-issue number(s). 
publisher, cit and/or country where published 



Gal.ione, et al.. "Nucleotide Sequences of the mHNA's Encoding the Vesic ular Stomatitis Virus N and MS Proteins. - Virology 39-529-535 

098D* 



Gergely, et al., "E.B.V. Antibodies in Systemic Lupus Erythematosus". Lancet, 1:325-326 (19/3) 



Geysen, et al., "Strategies for Epitope A nalysis Using Peptide Synthesis,: I nt Immunol. Meth. , 102:259-274 (1987) 



Geysen, et al., "Use of Peptide Synthesis to Probe Viral Antigens f or Epitopes to a Reso.ution of a Single Am.no Acid/ ProoNatLAcld 
Sci. USA 81:3998-4002 (1984) 



Grabowski, et al., "Drosphi.a AP3, a Presumptive DNA Repair Prote.n , is Homologous to Human Ribosomal Assoc.ateo rroi-n rv 
MnriPir Acids Research , 19(15):4297 (1987) 



fin ptal rw Biol. Stand. ,84:171-177 (1995) 




•EXAMINER: Initia. if reference considered, whether or no, citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 

considered. Include copy of this form with next communication to applicant. 

• Unipue citation designation number • See attached Kinds of US. Paten, Document, > 

Standard ST.3I. ' For Japanese pa,en, documents, the indication of the year of the re-gn ^^^^^.^Zm to place a check mark here if 
> Kind of document by the appropriate symbols as indicated on ,he documen, under WIPO Standard ST. 1 6 it possible. APP 
English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours « 

dVnoS^^^ -"«* WasW - ° C 2 ° 231 - 



+ 



OMRF 161 



786639v t 



Please typo a plus sign 1+) inside this box -> 



□ 



PT0/SBI08A (10-96 
Approved for use through 10131 199. 0MB 0651 0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 



h^p —* Ration Act 0, 1995, no persons are required to 

Substitute for form 1449A/PTO 



Complete if Known 




Examiner's 
Initials* 



Cite 
No. 1 




U I ncn /-\n i — muii . #-» ■ ■ — ■ -■ - . : — ■ . , — . . 

- Inc.ude name of the author „n LAH , A t LETTERS), title o, the article (when aPP = ;- — , 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(S), volume 

publish er, cit and/or country where published , _ 

ni.lrir.T-r - - tk. m,.rn al nf immun ology, 141 (2):4bS-475 (July 15, iww 



Gutierre, e, ai.. Viral Latency to Viral Lysis: A Novel Therapeufc Approac h for Epstein-Barr Vrus-Associ^ IW^ ■ 

Cancer Res. , 56:969-972 (1996) 



Haahr et al "A Putative New Retrovirus Associated with Multiple Sclerosis and t he Possible Involvement o. Epstein-Barr vrus in „..s 
ni..J 0 - Ann N Y. Acad. Sci. . 724:148-156 (1996) 



Hahn. suppression ot Auto.mmune Diseases with Anti.diotypic Antibod.es: Munne Lupus Nephritis as a Model ^L»^ 
Immnnopathology , 7(1 ):25-34 (1 984) 



Hardgrave, et al, -Ant.bod.es to Vesicular Stomat,t,s Virus Proteins .n Patients w,th Systemic Lupus Erythematosus „U n. Uo„„u. 
Subjects," Arthritis and Rheumatism, 36(71:962-970 



Harley & Gaither, -Autoantibodies" Rheum. Pis. ClinJLAmSL, 14:43-56 (1992) 



Harley, e, a!., "Anti-Ro (SS-A) and Anti-La (SS-B) ,n Patients w*h S,ogren's Syn drome". A» 29:196-2 0 b 1^ 



Harley & James. "Review Articles: Autoep.topes in Lupus", JJA^taJteL, 1 26,6,:b 0a - B10 , .995) 



Herbert, et al.. Dictionary ot Immunology 3* Ed. Blackwel. Scientific Publications Oxtoro uK page 14 giSBb) 



Heslop et "Long-.erm Restoration ot Immunity Aga.nst Epstein-Barr V.rus Intect.o n by Adopfve Iranster o, Cene-MoUiI.ed 
Specific T Lymphocytes", Nature Med., 2:551-555 (1996) 




• * ^ith mpfp 609 Draw line through citation if not in conformance and not 

•EXAMINER- Initial if reference considered, whether or not citation is in conformance w.th MPEP 609. Draw g 
considered. Include copy of this form with next communicat.on to applicant. 

• unia.ua citation designation number • See attached Kinds o, 

English language Translation is attached. 
BurdenHourStatement: This form is estimated „ t^^ 

dVnoSd ^^ri— Commissioner tor Patents. Washington. DC 20231. 



+ 



Please type a plus sign ( + ) inside this box - 



□ 



PT0IS8/Q8A (10-96 
Approved for use through 10131/99. 0MB 0651-0031 
Patent and Trademark Office: U.S DEPARTMENT OF COMMERCE 



Under the Paperwork Re duction Act of 1995, no persons are required to respond to a collection of information unless it contains a valid 0MB control number 

Substitute for form 1 449A/PT0 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

sQany shells aV r 




^ necessary) 



JAN 2 1 1399 i 



20 



Complete if Known 


Application Number 


08/781,296 


Filing Date 


January 13, 1997 


First Named Inventor 


John B. Harley 


Group Art Unit 


1815 


Examiner Name 


Mary K. Zemen 


1 Attorney Docket Number 


OMRF 161 



Examiner's 
Initials* 



OTHER ART - NON PATENT LITERATURE DOCUMENTS 



Cite 
No. 1 



Hinterberger, "Isolation of Small N uclear Ribonucleoproteins, Containing Ul, U2, U4, U5, and U6 RNAs", BjgLChenv, 258:2604-2613 
(1983) 



Hollinger, et al., "Seroepidemiologic Studies in Systemic Lupus Erythematosus", BacL^rpc,, 131:174 (1970) 



Horsfall, et al., "Ro and La Antigens and Maternal Anti-La Idiotype on the Surface of Myocardial Fibers in Congenital heart Block," J^of 
Autoimmun. 4:165-176 (1991) 



Huang, et al., "Human Anti-Ro Autoantibodies Bind Peptides Accessible to the Surface of the Native Ro Autoantigen," Scand^L 
Immunol. 41:220-228 (1995) 



Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), 
publisher, cit and/or country where published 



T 2 



Huang, et al., "Immunization with Vesicular Stomatitis Virus Nucleocapsid Protein induces Autoantibodies to the 60 kD Ro 
Ribonucleoprotein Particle," J. Investia. Med. 43:151-158 (1995) 



Hurd, et al., "Formation of Leu kocyte Inclusions in Normal Polymorphonuclear Cells Incubated with Synovial Fluid", ArthrjtJs_Rheu^ 
13:724-33 0970) 



Inoue, et al., ""Analysis of Antib ody Titers to Epstein-Barr Virus Nuclear Antigens in Sera of Patients with Sjogren's Syndrome and with 
Rheumatoid Arthritis", J. Infect. Pis. . 164:22-28 (1991) 



Ishii, et al., "Cycloheximide-lnduc ed Apoptosis in Burkitt Lymphoma (BJA-B) Cells with and Without Epstein-Barr Virus Infection", 
Immunol. Cell Biol., 73:463-468(1995) 



James, et al., "Basic Amino Acids Predominate in the Sequential Autoantigenic Determinants of the Small Nuclear 70K 
Ribonucleoprotein," Scand. J. Immunol. 39:557-566 (1994) 



James, et al., "Immunoglobulin Epitope Spreading and Autoimmune Disease After Peptide Immunization: Sm B/B'-derived PPPGMRPP 
and PPPGIRGP Induce Spliceosome Autoimmunity", J. Exp. Med. , 1 81 .453-461 (1 995) 



James, et al., "Inbred Mice Strai ns Differ in Their Capacity to Develop Spliceosomal Autoimmunity After Peptide Immunization", Mhrjtis 
Rheum. , 38:S226 (1995) 



I Examinees 
Signature 



Date 

Considered 



+ 



•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 

' Unique citation designation number * See attached Kinds of U.S. Patent Documents. 3 Enter Office that issued the document, by ^^'^^^ 
Standard ST.3). ' For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the senal number of the paten < *™"«"t- 
■ Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if possible. Applicant to place a check mark here .f 

English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of 

on the amount of time you require to complete this form should be sent to the Chief Information Officer. Patent and Trademark Office, Wash.ngton, DC 20231 . 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington, DC 20231. 



Please type a plus sign ( + ) inside this box - 



□ 



PTOISBJ08A (10-96 
Approved for use through 10J31I99. 0MB 0651 0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 



Under the Paperw ork Rediction Act of 1995, no persons are required to resp^ 

Substitute for form 1449A/PTO 



INFORMATION DISCLOSURE 
STATEMEBUJJY APPLICANT 

(us/as many sheets asYiecessary) 

JAN 2 1 1999 % 



Application Number 



Complete if Known 



08/781,296 



Filing Date 



First Named Inventor 



Group Art Unit 



Examiner Name 



January 13, 1997 



John B. Harley 



1815 



Mary K. Zemen 



Sheet 



Attorney Docket Number 



OTHER ART - NON PATENT LITERATURE DOCUMENTS 



Examiner's 
Initials* 



ft 



Cite 
No.' 



James 8. Harley, "Linear Epitope Mappi ng of an Sm Biff Polypeptide', AJmmSSL. 1 48:2074-^ /a U«^. 



James & Harley, "Human Lupus Anti-Spl.ceosome A Protein Autoantibodies Bind Contiguous Surface Structures and Segregate ,nto 
Two Sequential Epitope Binding Patterns", J. Immunol., 4018-4026 (1996) 



James, et al.. "Lupus Humoral Autoimm unity After Short Peptide Immunizat.onV Arthritis Rheum. 39:S216 (1996) 



James & Harley, -Peptide Autoantigenicity o f the Small Nuclear Ribonucleoprotein C," u in And Exp. Rheum. 13:299-305 (199t» 



Include name of the author (in CA PITAL LETTERS), title of the article (when appropriate), title of the 
iten flboo* magazine, journal, serial, symposium, catalog, etc.), date, page<s). volume-.ssue number(s), 

publisher, cit and/or country where published 



James, et al., "Sequential Autoantigenic Determinants of the Small Nuclear R^nucleoprote.n Sm u .nareo oy nun- ^ 
Autoantibodies and MRL Ipr/lpr Antibodies", Clin. Exp. Imunol., 98:419-426 (1994) 



James and Harley, "Sequential Fine Specifici ty of the Small Nuclear Ribonuc.ear Prote.n 0/ CJinicaLRas, 4 1t ^:PA393 (1993) 



Kalush, et al., "Neonatal Lupus Erythematosus with Cadian Involvemen t in Offspring of Mothers with Experimental bystem.c lupu, 
FrYt hom a tnQHg " l nf Clin. Immunol. 14:314-321(1994) 



Karameris, et al, "Detecfon of the Epstein Barr Vral ^nome by an s,^ Hybnd.z ation Method in Sal,vary Oland Biopsies trom Kat.ents 
with Secondary Sjogren's Syndrome", Clin. Exp. Rheum,, 1 0:327-332 (1 992) 



Kaufman, et a... "In Vivo Binding of Gram-Negafve Bacterial Peptides to H la-B27: A Possible Relat.onship to AnHos.ng sponoyut.s 

P^thngpnfisis". UCLA Sch nnl of Medicine (abstract) 



Kieff 8. Liebowitz. D. : Epstein-Barr virus and its repl.cation. in Virology. 2nd ed . Fields et al., eds. pp 1889-1921 (Raven Kress, Mew rode 
1990) 




•EXAMINER: initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw Une through citation if not in conformance and not 

considered. Include copy of this form with next communtcation to applicant. 
■ Unique citation designation number ^ See attached Kinds of U : S n Pa r 

?SS ^Lnt^ap^^ -n^d Sr. 16 i, Possible. • Applicant to place a chec. mar k here if 

English language Translation is attached. 

Burden Hour Statement: This form is estimated to f e 2.0 ---^^ 

doS:^^^ 



+ 



1 



Please type a phis sign (+ ) inside this box - 



Under the Paperwork Reduction Act of 1995, no persons i 



□ 



PTOJSBI08A (1096 
Approved for use through 10131199. 0MB 0651-003. 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 



Substitute for form 1449A/PT0 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 




Examiner's 
Initials* 



is 



publisher, cit ana;or country w.^ w t . nte - t r 

Systemic Lupus Erythematosus." Immunol^. 17:249-252 (1988) 



2:1057-1058 (1973) 



bkwt.*— -» o, . > ». ^^^^^ 

34:837-845 (1983) 



0' 



"Z . ... 'Epsteln-Ba.' ^» ««~ - »- ^ """" ^ 

(1985) 



After Multivisceral Transplantation", Clin Invest. Med- 17.621-625 (1994) 
Erythematosus". Pror m Acad. Sc.. MSA, 76:5495-5499 (1979) 



LI yVI HylPiW^v*-" r t , ■ 

— r . hoart R , nrk Associated wit h Maternal Anti-Ro Autoantibodies," Am^kof 

Lee, et al., "Cardiac Immunoglobulm De position ,n Congenita, neart Block Associated 

Med. 83:793-796 (1987) , 

Neonatal Lupus". I --^i-'- Hematology. 107ID.225-228 (19961 



L eff. "Maverick Herpes Receptor Sparks Search .or KS Drug". Biojtorldjodav. 8.17):1 




L 3 ' 9 " 31 "™ ' ~ : . 7. MPFP fi09 Draw |i ne thr o u gh citatidn if not in conformance and not 

'EXAMINER' initial if reference considered, whether or not citation is in conformance w,th MPEP 609. Draw 

cons^'ed inlde copy of this form with next communicat.cn to apphcant. ^ 

English language Translation is attached. inriividua , case Any comments 

Bu ,den Hour Statement: - fo. is estimated 

E^D^oS^ ™ " — Si °" er P3,emS - WaSh ' n9 ' ■ 



+ 



786639V t 



PleasB type a ptus sign [ + ) inside tNs box 



PTOISB/08A (10-96 
Approved for use through 10131199. 0MB 065 1 0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 




LeW , ^ ot Ant.gen Processing b y ^ Internal Kepe l^RlgioTT^^ 



375:685-688 (1995) 



(1977) 



MaMand, -Frequency of EBV-DNA Detecfon ,n Siogren's Syndrome Arn^Mgd,, 



^^^T ^, of an Autoantigen: , and B ^opes °* ^ N.cot.n.o Acel aS ^SiS^^ 



rviamreui, ei <ji- f iviv.ow«.« r - 

r.,..^- .1 I ah. Clin. Med. 120:13-21 (1992) 



Marine, et ... -Detecfon o, Ep St ^r7vi^^ °* " " """ ^ " 5 



Syndrome", Am. J. Med. , 90:286-294 (1991) 



^,,.M 0l ec Ul a f C h a f ac te r,a tl on ol ^n U Ueop IU , uyu.U. 1 =An^od^^ 



1283 (1982) 



and RNA protein (MO) Systems in SLE Sera," J. Immunol. 110.1318 1324 (19/4 



Mrnll fr^r r , rT T i l , g-nrymnrn nf th n rnt 



8:1177-1181 (1989) 




Mendlovic, S- et - • . he Genetic Regu.at.on o, ,he Indu ction of Expenmental SLE. ImoQ^ > ■ 



Mendlovic, S- et a, Mh. Hole of AnU-.dro.p, AnU.o d^iinl^^ ~- 




, -,k mppp ROQ Draw line through citation if not in conformance and not 

* EXAMINER' initial if reference considered, whether or not citation is in conformance w,th MPEP 609. Draw 
consTe^ Include copy of this form with next communication to apphcant. 




English language Translation is attached. 

B „t^^ 

^r^^ - " Commissioner ,or paten,s ' was 9ton ' ■ 



+ 



PTO/SB/08A 110-96 

Ptease type a plus sign M inside tNs box -> 1 + 1 Approved for use triourjh 10(31/99. 0MB 065 1-0031 

Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 

i i™fcr th. Panerwrk Reduction Act of 1995, no oersons are required to respond to a collection of information unless it contains a vabd 0MB control number _ _ . 


Substitute for form 1449A/PT0 

INFORMATION DISCLOSURE 
STAra^EM^BY APPLICANT 

f {use as many sheets as necessary) 
Sheet | )2 K ^0- I 20 


Complete if Known 


Application Number 


08/781,296 


Filing Date 


January 13, 1997 


First Named Inventor 


John B. Harley 


Group Art Unit 


1815 


Examiner Name 
Attorney Docket Number 


Mary K. Zemen 
OMRF 161 



Examiner's 
Initials* 


Cite 
No.' 


OTHER ART - NON PATENT LITERATURE DOCUMENTS 
Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), 
publisher, ctt and/or country where published 


T 2 






— ^ _ , . . _ ,. 1 " — . . ~ <~- a«+; riMA iHint\/no " Prnr Natl Acad Sci. USA 85:2260- 

Mendlovic, S. f et al., "Induction of an SLE-Like Disease in Mice by a Common Anti-uiMA laioiype, nut,. m«u. ™,au. w , 

2264(1988) 








*; — . "i „ . i • _ i.u~ i»^..n+;nn iniH \/i dinton anno rif Ai itnimmunitv,.'* Proc. Natl. 
Miller, et al., "The Role of an Autoantigen, Histidyl-tRNA Synthetase, in the induction and Maintenance ot Huioirnmwn.iy, 

Acad. Sci. USA 87:9933-9937 (1990) 








Miller, Cpamin Dun viius. pp. 1921-1900, ' 




xfX^> 




Miyashita, et al.. "A Novel Form of Epstein-Barr Virus Latency in Normal B Cells In Vivo", Cell, 80:593-601 (1995) 








* Morgan, "Epstein-Barr Virus Vaccines," Vaccine, 10:563-571 (1992). 








* Morgan, et al., "Validation of a First-Generation Epstein-Barr Virus Vaccine Preparation Suitable for Human Use, JJ^Ied, 
Virol., 29:74-78 (1989) 








M6rland, et al., "Anti-idiotype and Immunosuppressant Treatment of Murine Lupus", Clin. Exp. Immunol,, 83(1). 1 26-1 32 (1991) 








Morshed, et al., "Increased Expression of Epstein-Barr Virus in Primary Biliary Cirrhos.s Patients", Gastroenterol. Jpn., 27.751-758 
(.1992) 








Mosier, et al.. Nature 335:256-259 (1 988) 








Munvca rt nl "Art^~= tn <5m a nri Rr\lP." Arthritis Rheum.. 26: 848-853 (1983) 




|Examiner*s 
(signature 




Newell & Stevens, "E.B. Virus Antibody in Systemic Lupus Erythematosus , Lancet, 1.652 (1971) 



Considered * / Z/ 1 1 





•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw in. through citation if not in conformance and not 

considered. Include copy of this form with next communication to applicant. 

• Unique citation designation number ' See attached Kinds of U.S. Paten, Documents. ■ Enter Office that issued the !>Y~ 

Standard ST.3). ' For Japanese patent documents, the indication of the year of the reign of the Emperor must P'ecede thej enal ^^f^^^^ 

' Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 .f possible. Appl.cant to place a check mark here 

English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon , the ^needs ^^^^X^T 
on the amount of time you require to complete this form should be sent to the Chief Informal Officer Paten and Trademar ^^"W° n - DC 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Comm.ss.oner for Patents, Wash.ngton, DC . 



+ 



786639v 1 



OMRF 1M 



Please type a plus sign I + ) inside this box -» 



□ 



PT0IS8I08A (10-96 
Approval lor <iu through 10131/99. OMB065I 003I 
Patem md Trademark Office U.S DEPARTMENT Of COMMERCE 



Substitute for form 1449A/PT0 




1^ 



pub sher, cit ana/or country w.. P . P — a^lwic With nr 

Without Sjogren's Syndrome". Br. J. Rhuem,, 33:317-322 (1994> 

Small Nuclear Bibonucleoprotein Particles." Prnr NaTl Acad. Sc.. USA 86.4249 



Palfi et a, "Purification o, the Maior UsnRNPs from Broad BeTO^^^ C — 

Mnripin Acids Res. 17:1445-1458 (1989) 



Petersen, et al. "Altered Kesponse to 

Arthritis and Systemic Lupus Erythematosus". Arthritis Rheum. , 33. 993 1000 nsaui 



F etterson. et al.. "The Structure of Mammal.an Sma.1 Nuclear Ribonuceoproteins . X^ ioKCh^, o^,— , .gST 



^^TT^^ V^ and the Lacrima, ..and Patho.ogy ot Siren s Syndrom e". — ' 



Phillips, et al.. "Viruses and Systemic Lupus Erythematosus', Lancet, 1:1449 (1973) 



57:89-101 (1989) 





« ic in mnformance with MPEP 609. Draw line through citation if not in conformance and not 
•EXAMINER: Initial if reference considered, whether or not elation is in conformance 
considered. Include copy of this form with next communicate to applicant. 

• unicue citation delation numoer • See attached ,nds of ^--^r^t^ 

English language Translation is attached . oommpn t<; 



+ 



Ptaase type a plus sign ( * ) inside tNs boi 



PT0ISBIG8A 110-96 
Appnnred for use through 1 0131199. 0MB 0651-0031 
Patau and Trademark Office: U.S. DEPARTMENT OF COMMERCE 




Examiner's 
Initials* 



OTHER ART - NON PATENT LITERATURE DOCUMENTS 



MS 



KSfr 



$0* 



Cite 
No. 1 



Ravirajan & Staines, "Involvement in Lupus Disease of Idioty pes ld.F-423 and ld.lV-228 Defined, Respectively, Upon Foetal and Adult 
MRL/Mp-lpr/lpr DNA-binding Monoclonal Autoantibodies" Immunology, 74:342-347 (1991) 



Reichlin, et al., "Autoantibodies to the URNP Particles : Relationship to Clinical Diagnosis and Nephritis," Cl in. Exp. Immunol. 83:286-290 
(1991) 



Reichlin, et al., "Concentration of Autoantib odies to native 60-kd Ro/SS-A and Denatured 5 2-kd Ro/SS- A in Eluates from the Heart of a 
Child Who Died with Congenital Complete Heart Block." Arth. And Rheum. 37-1698-1703 (1994) 



Renz, M. f et al, "Expression of the M ajor Human Ribonucleoprotein (RNP) Autoantigens in Escherichia caff and their Use in an EIA tor 
Screening Sera from Patients with Autoimmune Diseases," Clin. Chem. 35:1861-1863 (1989) 



* Reuter et al "Immunization of Mice with Purified U1 Small Nuclear Ribonucleoprotein (RNP) Induces a Pattern of Antibody 
^^i^S^^ the Anti-Sm and Anti-RNP Autoimmune Resposne of Patients with Lupus Erythematosus, As Measured 
by Monoclonal Antibodies," PNAS 83:8689-8693 (1986) 



Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-.ssue number(s), 
publisher, cit and/or country where published 



Rhodes, et al., "Autoantibodies in Infectious Mononucle osis Have Specificity for the Clycine-Alanine Repeating Region of the Epstein-Barr 
\/ir..c M..ptear Antigen". J, Exo. Med. , 165:1026-1040 (1987) 



Rokeach, et al., "Molecular Cloning o f a cDNA Encoding the Human Sm-D Autoantigen," Pi pe Natl. Acad. Sci. JJSA 85:4832-36 (1988) 



Rokeach, et al., "Primary Structur e of a Human Small Nuclear Ribonucleoprotein Polypeptide as Deduced by cDNA Analysis", XBigL 
Chem. , 264:5024-30 (1 989) 



Rose, et al., "T-Cell Regulation in Autoimmune Thyroiditis," Immunol. Reviews 55:229-314 (1981) 



Rose, et al., "Genetic Regulation in Autoimmune Thyroiditis," Talal N. ed. Autoimmunology Genetic tmmunoloqic Viroloqic, and 
Aspects . New York: Academic Press, 63-87 (1977) 



Rose, et al., "Studies on Experimental Thyroiditis/' Ann. NY Acad. ScL 124:201-108 (1965) 



I Examiner's 
Signature 



Date 

Considered 



•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 

= K?ndof document by the appropriate symbols as indicated on the document under WIPO Standard ST. 16 if poss,ble. Apphcant to place a check mark here -f 

English language Translation is attached. 

Burden Hour Statement- This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of the ^dividual « ^^^^ 
on ,h Amount o Tme you require to complete this form should be sen, to the Chief Information Officer. Patent and ^^°^^° n - °° 20231 " 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents. Washington. DC 20231 . 



+ 



Ptease type a plus sign ( + ) inside this box - 



□ 



PT0JSB/08A (10-96 
Approved for use through 10/31 199. 0MB 0651 0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 



n of information unless it contains a valid QMS control number 



Substitute for form 1 449A/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

is necessary) 



Application Number 




20 



Complete if Known 



08/781,296 



Filing Date 



First Named Inventor 



Group Art Unit 



Examiner Name 



Attorney Docket Number 



January 13, 1997 



John B. Harley 



1815 



Mary K. Zemen 



OMRF 161 



Examiner's 
Initials* 



OTHFR ART - NON PATENT LITERATURE DOCUMENTS 



"1 



Cite 
No. 1 



puunsi ioi, ^i i, w.Mi — — _____ : — — 

Sabbatini. ot al.. -Autoantibodies from Parents with Systemic Lupus E rythemas Bind a Shared Sequence o, Amu ano .pstem-Barr 
^T^^^ B, 00 d and Tissue Biopsies from Patients with 



aiiu, ci ai . , L-r^w^^nw.. -i* — — : . . , 

Saito et al -Detection of Epstein-Barr Virus DNA by Polymeras e Chain Reaction in Blood and Tissue mops.es trom Pafents w.th 
Sjogren's Syndrome", J. Exo. Med- 169:2191-2198 (1989) 



Sasaki, et al.. "In Vitro Manipulation of Human Anti-DNA Ant ibody Production by Anti-idiotypic Antibodies Conjugated with 
Hnf , rnr - } --.„ a .i-" Th. Imirnal nf Immunology, 142|4):1 159-1 165 (1989) 



Include name of the author (in CAPIT AL LETTERS), title of the article (when appropriate), title ot the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s). volume-.ssue number(s). 
publisher, cit and/or country where published 



Sr rn^ "M n | P n .tr.r My^ry in Hi A.R.77 Onl mtmi Arthr i t i c," Anncfe 



111 (7). 001 001 (QLlubc r^r^ 



Schmauss, et al., "A Comparison of snRNP-Associated Sm-Autoant.g ens: Human N, Rat N and Human B/B (abstract)", j^oAcidRe. 
17:1733-43 (1989) 



Scofie.d, et al.. "Autoantigenicity of Ro/SSA Antigen is Related t o a Nucleocapsid Protein of Vesicular Stomatitis Virus". Pro^NatL 
Acad. Sci. USA . 88:3343-3347 (1991) 



Scofield. R.. "A Common Autoepitope Near the carboxyl Terminus ot t he 60-kD Ro Ribonudeoprotein: Sequence Similarity with a Viral 

Protein," Journal of Clinical Immunology 1 1 (6):378-388 {1991! 



Scofield. et al.. "The Autoantigenicity of Human 60kD Ro/SSA is Re lated to Homologies Between Ro/SSA and the Nucleocapsid Protein 

of Vesicular Stomatis Virus," Clinical Research, 38{2):316A, (1990) 



Scofield, et al.. -Development of the Ami-Ro Autoantibody R esponse in a Patient with Systemic Lupus Erythematosus". Arthrjtis& 
Rheumatism . 39(101:1664-1688 (1996) 



Mi 



Scofield. et al.. "Immunization with Short Peptides from the Sequence of the Systemic :Lupus E^ematosus 
Autoantigen Results in Anti-Ro Ribonudeoprotein Autoimmunity". J, Immunology , 4059-4066 (1996) 



ear i ~rrw<£- 



pate 

Considered 



__2I 



+ 



Draw line through citation if not in conformance and not 



* EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. 
considered. Include copy of this form with next communication to applicant. 

■ unique citation designation number * See attached Kinds of U.S. Patent 

Standard ST.3). ' For Japanese paten, documents, the indication of the year of the reign to place a check mark here if 

• Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 1 6 ,t possible. Appiica 
English language Translation is attached. 

Burden Hour Statement: -is form is estimated to take 2.0 hours t^ 



Please type a phis sign ( -0 inside this box 



PT0/S8/08A (10-96 
Approved for use through 10/31)99. 0MB 0651 0031 
Patent and Trademark Office; U.S. DEPARTMENT OF COMMERCE 




Examiner's 
Initials* 



Ml 



Cite 
No. 1 



Scofield, "Autoimmune Thyroid Dis ease in Systemic Lupus Erythematosus and Sjogren's Syndrome' 
(1996) 



Sco field, "HLA-B27 Binding of Peptide From Its Own Sequence and Similar Peptides From Bacter.a: Implanons For 
Spondyloarthropathies", Lancet , 345:1542-1544 (1995) 



Scu.ley et a. , "Reactions of Sera from Patients with Rheumatoid Arth ritis, Systemic Lupus Erythematosus and .ntect.ous Mononucleosis 
Epstein-Barr Virus-Induced Polypeptides", ■). Gen. Virol., 67:2253-2258 (1986) 



Ghu.PL, u U., "Uu.uusn o. mm > CIu,.l j r u.ny mUluMMM j,m U U MULu-.u,.Munu nnuyu. d . U Wui l ly l it*. y ».U. ■ lum- 



Anti-Sm Auto-". FEBS Lett. , 250:585-590 (1989) 



Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), I urn of the 
item (book, magazine, journal, serial, symposium, catalog, etc.). date, page(s), volume-.ssue number(s). 



publisher, cit and/or country where published 



Clin. Exp. Rheum. , 14:321-330 



Shoenfeld, et al, "Pathogenic Idiotypes of Autoantibodies in Auto.mm unity: Lessons from New Experiments Models of SLE," FASEBJ. 
4:2646-2651 (1990) 



Si.likens, et al., "Human U1 snRNP-specific C Protein: Complete cUN A and Protein Sequence and Identified ot a Multigene Fam.ly ,n 
Mammal* " N.ip.lein Acids Res. 16:8307-21 (1988) 



Sillikens, P., et al, "cDNA Coning of the Human U1 snRNA-Asso ciated A Protein: Extensive Homology Between U1 and U2 snRNK- 
Specific Proteins," EMBO Journal 6:3841-3848 (1987) 



Singh, et a.., "Decreased Incidence of Viral .nfections in Liver Transplant Recipients - Possible Effects of FK506? 
39:15-18(1994) 



SpriU, et al, "The Human U1-70K s.n. RNP Protein: cDNA Cloning , Chromosomal Localization, Expression, Afternative Splicing and HNA- 
hinriin^ " Nucleic Acid Res. 15:10373-91 (1987) 



Stogooo, A„ ot o l ., "ChorpotoriM i uJ unU Epitope Mapp i ng uf J CluueU I I u iii ji i Auiua i uiyu i Lj," 



pate 

Considered 



•EXAMINER- initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and no, 
considered. Include copy of this form with next communication to applicant. 

English language Translation is attached. 

Burden Hour Statement: This form is estimated to ta.e 2.0 hours to 



Please type a phis sign ( + } inside this box - 



□ 



PTQ/SB/08A (10-96 
Approved (or use through 10/31/99. 0MB 0651 0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 



Under the Paperwork Reduction Act of 1995, no persons are required to respond to a p 

Substitute for form 1449A/PT0 



Complete if Known 


Application Number 


08/781,296 


Filing Date 


January 13, 1997 


First Named Inventor 


John B. Harley 


Group Art Unit 


1815 


Examiner Name 


Mary K. Zemen 


Attorney Docket Number 


OMRF 161 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

sf^ee^Saj 



(use a: 



'•sheefa'as necessary) 




Sheet 



17 



20 



Examiner's 
Initials* 



Cite 
No. 1 



puimoi it? I , anu;ui ovm '» r " 1 " f — _ . 

Sumaya, et al., "Increased Prevalen ce and Titer of Epstein-Barr Virus Antibodies in Patients with Multiple Sclerosis", AnnJvleyroL> 
17:371-377 (1985) 

Suzuki, et al., "Viral Interleukin 10 (IL-10), the Human Herpes Virus 4 Cellular IL-10 Homologue, Induces Local Anergy to Allogeneic and 
Syngeneic Tumors", J. Exp. Med. , 182:477-486 (1995) 



Takeda, Y„ et al., "Antigenic Domains on the U1 Small Nuclear Ribonudeoprotein-assocated 70KP 

selectively recognized by Human and Mouse Autoantibodies and by Monoclonal Ant.bod.es," Chem. Abstracts 1 16(1). ab. No. 4803a 
(January 6, 1992) 



\ January u, i jj^i : „ . 

Tan, et al., "The 1982 Revised Criteria for the Classification of Systemic Lupus Erythematosus", Arthritis Rheu nv725: 1271 -1277 
(1982) 



OT HER ART - NON PATENT LITERATURE DOCUMENTS _ 

Include name of the author (in CAPITAL LETTERS), title of the article (when appropriate), title of the 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-.ssue number(s), 
publisher, cit and/or country where published 



Tan, et al., "Characteristics of a So luble Nuclear Antigen Precipitating with Sera of Patients with Systemic Lupus Erythematosus,' 
Immunol. ' 96 :464-47 1(1966) 



Tateishi. et al., -Spontaneous Production of Epstein-Bar r Virus by B L V mphoblastoid Cell Lines Obtained from Patients with Sjogren's 
Synrirnma". Arthritis Rhuem. , 36,827-835 (1993) 



0> 



Theissen, et al., "Cloning of the Human cDNA for the U1 RNA-associated 70K Protein," EMBQ J. 5:3209-1 7 (1986) 



*3> 



t ^. P^H„.tinn «f Hnman Rheuma. nirl Fetors (RF) b » Mica Transnlanted with Synovial Membrane Lymphopytes . presented at 
the Arthritis Foundation Fellows Conference, Amelia Island. Plantation, Flonda, December 8-1 0 (1989) 



Tin cani, et al., "Induction of Expe rimental SLE in Naive Mice by Immunization with Human Polyclonal anti-DNA Antibody Carrying the 
16/6 Idiotypic," Clinical and Exn. Rheum. 1 1:129-134 (1993) 



Toda. et al., Sjogren's syndrome (SS ) and Epstein-Barr virus (EBV) reactivation. In Lacrimal Gland, Tear Film, and Dry bye Syndrome. 
D.A. Sullivan, ed. pp 647-650 (Plenum Press, New York 1994) 



Tsai et al "Detection of Epstein-B arr Virus and Cytomegalovirus Genome in White Blood Cells from Patients with Juvenile 
Arthritis and Childhood Systemic Lupus Erythematosus", Int. Arch. Allergy Immunol., 106:235-240 (1995) 



Examiner's 
Signature 



Date 

Considered 



1 WW 



•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in conformance and not 
considered. Include copy of this form with next communication to applicant. 

■ Unique citation designation number * See attached Kinds of U.S. Patent Documents. > Enter Office that issued ^^Zt^T^Z^^^e^ 
Standard ST 3) ' For Japanese patent documents, the indication of the year of the reign of the Emperor must precede the serial number of the patent .document. 
* ttnd of document by Appropriate symbols as indicated on the document under W.PO Standard ST. 16 if possible. Applicant to place a check mark here ,f 

English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time will vary depending upon the needs of ^f^^^^' 
on the amount of time you require to complete this form should be sent to the Chief Information Officer. Patent and T '^^• 2 ^* ,, ^' ° C 20231 ' 
DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washington. DC 20231. 



Please type a plus sign ( + ) inside this box -» 



□ 



PTO/SBI08A (10-96 
Approved (or use through 10131199. 0MB 0651 -0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 



Substitute for form 1449A/PTO 




Examiner's 
Initials* 



Cite 
No.' 



38(9):abstract 726 (1995) 



rvmPR ART - NQN PATENT LI TERATURE DOCUMENTS ^ . 

r apital LETTERS) title of the article (when appropriate), title of the 

r ^ r - asr vo,ume - issue nu 

publisher, cit and/or country where published 



partes, et a, Th. Ma,n ,mmuno gB T^^^^ * ^ ^ ~" 

8:259-270(1991) 

.an Dam. et a, -Coned Human snRNP Proteins B and B Ulle, On WTK^C^^ 

(1989) 



Van Venrooii. et a... "B CeU Epitopes on Nuclear Autoa ntigens.- Anhnt,s and Rheumatism 3 /, M :ou»„.» 



c Y „H,~n.-' r.lin F*n. Immunol- 75:359-364 (1989) 



Venables. et al- -Ih. Response ,o ^ S^^^ Syndrome-, ^mm*. ^ 



VU, and HecKeis, -Locafon o, a B M 
Analysis," i nf n«n Microbiol. 135:1895-1899 (1989) 



V oller and Bidwell. -Enzyme-Linked Immunosorbent Assay.- Manual ot Cn.ca, Laborato.y u, .lou T^er 17, (1986T 



^^^T^ odies are Directed at " "^^^ 
Synthetase," Mni p«ii Biol. Ai*™"t*nHi« s Autoimm. 100.-101 (1989) 



Wagstaff, et al., Drugs, 47:153-205 (1994) 



Wa.tuc k and Buyon, -autoant.bod Tiiio^^ "» Children. ■ — ' 

551 (1994) 



T 2 




, >k mpcp Rnq Draw line through citation if not in conformance and not 

•EXAMINER: Initial if reference considered, whether o, no, citation is in conformance w„h MPEP 609. Draw 
considered. Include copy of this form with next communicat,on to appkcam. 

• Un,ue citation delation number • See attached ,nds of ^ "r^^ 

English language Translation is attached. mmpnt<i 



Please type a plus sign (+ 1 inside tNs box ~* 



PT0ISBI08A {10-96 
Approved (or use through 10(31/99. 0MB 065t 0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 



it contains a valid 0MB control number 



Substitute for form 1449A/PT0 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 



Application Number 




ets as necessary) 



20 



Complete if Known 



08/781,296 



Filing Date 



First Named Inventor 



Group Art Unit 



Examiner Name 



January 13, 1997 



John B. Harley 



1815 



Attorney Docket Number 



Mary K. Zemen 
OMRF 161 



OTHFR ART - NON PATENT LITERATURE DOCUMENTS 



Examiner's 
Initials* 



Cite 
No.' 



0* 



Warner & Carp, "Multiple Sclerosis Etio.ogy - an Ep stein-Barr Virus Hypothesis", MedU»e^es, .0:93-97 (1988) 



Watson, et a,., "Certain Properties Mafce Substances Ant,gen,c ,n Mo.eCa TB^y of the Gene, fourth Ed.t.on, page a*. pa.^Ph 



(The Benjamin/Cummings Publishing Company, Menlo Park, 1987) 
Whittingham, et „., "Epstein-Barr Virus as an Etiological Agent in Primary S.ogren s Sy ndrome-. M^y_ ■ 22:373-3,. n»»/> 



Williams, et a... -A Repeated Proline-nch Sequence ,n Sm B/B- and N .s a Dominant Epitope Hecogmzea oy hum-. . 



Autoantibodies," .l Autoimmunity 3:715-725 (1990) 

Wi. S on, et aL. -Associat,on of Lymphoid Uranulomatosis With Epstem-Barr V.ral Infection o, * Lymphocytes a „ u ~ 



lnterferon-a2b\ Blood , 87:4531-4537 (1996) 



— r-m f ^ a<lt hAr <in TAPITAL L ETTERS), title of the article (when appropriate), title of the 

i,^ 1 £££££ S^'IinP^- cU- etc,, date page.s). volume-issue number... 
publisher, cit and/or country where published 



Winfield. et al.. ■Sero.og.c Studies in patients w.th Systemic Lupus Erythematosus an d Central Nervous System Uysfunction. ~ m 



Rheum. 21:289-294(1978) 



Witebsky. et ah. 'Chronic Thyroiditis and A utoimmunization," .1 Am Med. Assoc .. 10 4:1439-144/ pas/. 



Xie & Snyder, "Two Short Autoepitopes on the Nuclear Do, Antigen Are S,m, la r to E pitopes Encoded by the bpstein-Barr Virus ■ ^ 



Natl . Acad. Sci. , 92:1639-1643 (1995) 



Polypeptide/ JJmmuiL 140:311-317(1988) 

Vokochi, et a, -Might I ,ter ot Antibody to the ^^To^ ^ ^ ^ " neUma "" U " ' 

and Systemic Lupus Erythematosus". .I. Rheumatol.. 16:1029-1032 (1989) 



Zel.er, et a!.. -Nucieocytoplasmic Distribute ot snRNPs and Stockpiled snR NA-Binding Protems uunng Oogenesis and .any 



Development in Xenopus laevis." CeJ! 32:425-434 (1983) 




■ ■ « with MPEP 609 Draw line through citation if not in conformance and not 

•EXAMINER- Initial if reference considered, whether or not citation is ,n conformance with MPEP 609. Draw 
considered. Include copy of this form with next communication to applicant. 

• Unique citation designation number ' See attached ,nds of P^ 

« 16 if possib,e - ' Ap * icant ,0 p,£Ke a check m 

English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 - = 



Please type a phis sign (> ) inside this box - 



□ 



PT0ISB/08A [1&96 
Approved for use through 10/31/99 QMB 0651-0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 



Under the Paperwork Reduction Act of 1995, no persons are reqtired to respond to a collection of information unless it 



d 0MB control number 



Substitute for form 1449A/PTO 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 



Application Number 



Complete if Known 



08/781,296 




Examiner's 
Initials* 



Cite 
No.' 



■The Modioal Lottu . un Drugo ond T ***p*fikzr^ b l> . 00-07 (Junu ^T^T 



Include name of the author (in CAPIT AL LETTERS), title of the article (when ^^^'^^ 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue number(s), 
publisher, cit and/or country where published 



+ 



Examiner's 
Signature 



pate 

Considered 



W?7 



considered. Include copy of this form with next communication to applicant. 

• unique citation designation number « See attached Kinds of U.S. Patent Documents. ' Enter 

Standard ST.3). « For Japanese patent documents, the indication of the year of the reign a check mark here if 

5 Kind of document by the appropriate symbols as indicated on the document under WIPO Standard ST. 1 6 it possioie. *p P 
English language Translation is attached. 

Burden Hour Statement: This form is estimated to take 2.0 hours to complete. Time ^nlS^ 

on the amount of time you require to complete this form should be sent to the Chief Information Officer, Patent and \'*™™™""™- 

DO NOT Tend FEES 0 r COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Commissioner for Patents, Washmgton. DC 20231 . 



PTO/SB/08A (10-96 
Approved for use through 10/31/99. OMB 0651-0031 
Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 




Examiner's 
Initials 



Cite 
No. 1 



OTHER AR T - NON PATENT LITERATURE DOCUMENTS 

Include name of the author (in CAP ITAL LETTERS), title of the article (when appropriate), title or tne 
item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-.ssue number(s), 
publisher, cit and/or country where published 



;C3 



Rhodes, et al. -Human Immune res ponses to Synthetic Peptides from the Epstein-Barr Nuclear Antigen; 
(1985). 



TO 

O 



~0 



CD 
CD 



+ 



Examiner's 
Signature 



I Date 
Considered 



Draw line through citation if not in conformance and not 



•EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. 
considered. Include copy of this form with next communication to applicant. 

- Unique citation designation number » See attached Kinds of U.S. Patent Documents. > Enter Office that issued ^^^rTZ Sm^ument. 
Standard ST.3). « For Japanese patent documents, the indication of the year of the reign o f th e Empero [TT^^.Z^^S^, check mark here if 
• Kind of document by the appropriate symbols as indicated on the document under W1PO Standard ST. 1 6 if possible. Applicant to p.ac 
English language Translation is attached. 

DO NOT SEND FEES OR COMPLETED FORMS TO THIS ADDRESS. SEND TO: Assistant Comm.ss.oner for Patents, Wash.ngton, DC 20231 . 



776504vl 



OMRF 161 
20487/186 



